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REMARKS 

Claims 1-10 are currently pending and rejected in this application. 

Claims 1-5 are herewith amended, no new claims added, and no claims 
canceled. 

Applicants respectfully request entry and favorable consideration of the 
instant Amendment. 

The instant Amendment is intended to place the pending claims in condition 
for allowance without raising new issues requiring additional searching or 
consideration by the Examiner and was not earlier tendered because the posture 
of the application did not require same. 

Reconsideration of the finality of the instant Office Action is requested so in 
the event that additional prosecution is required Applicants are able to successfully 
complete same. 

Claim Objections 

Claims 6-10 are objected to for an improper status identifier (for claim 

6) 

Applicants herewith correct the oversight thus rendering the status of claims 
6-10 identifiable. 

Claim Rejections under 35 U.S.C. 112, first paragraph 
Claims 1-2 and 5 are objected to as allegedly failing to comply with the 
written description requirement of the first paragraph of section 112. 

Applicants respectfully traverse the rejection. 
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As for claim 1 , at least the content of claim 4 (originally part of the 
application as-filed) provides adequate support for the objected-to limitation 
regarding starting or ceasing delivery of a PESP therapy depending on the relative 
timing of a detected myocardial ischemic condition; to wit: 



4. A method of adapting an extra-systolic stimulation (ESS) therapy 
delivery sequence in response to an ischemia monitors output signal, 
comprising: 

monitoring a volume of myocardial tissue for a myocardial ischemic 
condition and providing an output signal related to a presence or an 
absence of a myocardial ischemia condition; 

in the event that the output signal indicates the presence of the 
myocardial ischemic condition and an ESS therapy is presently being 
applied to the volume of myocardial tissue, at least temporarily ceasing 
further delivery of the ESS therapy; and 

in the event that the output signal indicates the presence of the 
myocardial ischemic condition and the ESS therapy is not presently being 
applied to the volume of myocardial tissue, initiating delivery of the ESS 
therapy . 

Claim 2 includes an inadvertent typographic error wherein the term "test" 
was omitted from the phrase that appears ("performing a refractory period") and 
the error is herewith corrected. Following entry of said amendment Applicants 
assert that claim 2 is rendered definite and precise with support from the 
application as filed. 



Claim 5 includes the phrase "a different" in relation to a mode-switching step 
and while Applicants consider that phrase fully supported, clear, precise and 
definite the phase has been substituted with - a non-PESP - cardiac pacing 
therapy thus overcoming the objection. 
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Claim Rejections under 35 U.S.C. 112, second paragraph 

Claims 1-3 stand rejected as allegedly being indefinite because the 

Examiner interprets the claim limitations and concludes that "it is unclear 

what this accomplishes." 

However, Applicants suggest that the claim limitations are crafted in terms 
adopted by Applicants as the "lexicographer" of the claims and, provided an 
understanding of the mechanisms of a PESP therapy (by one of skill in the art) the 
claims are indeed sufficiently clear and precise. 

Applicants ask the Examiner to consider that the effects of PESP therapy do 
not immediately subside but rather gradually decrease (depending at least in part 
on the relative "health" of the underlying myocardial substrate). That PESP 
therapy can be modulated on a cycle-by-cycle, M of N cycles, periodically, and/or 
aperiodically all with different hemodynamic effect. That PESP therapy does not 
typically manifest itself until subsequent cardiac cycles from that to which it was 
delivered. These known aspects of PESP therapy are all described and depicted 
(and some claimed) in the context of the instant application (including the many 
related applications cross-referenced and incorporated by reference into the 
instant application). 

Claim Rejections under 35 U.S.C. 102 

Claims 1-6 are rejected as allegedly anticipated by the '098 patent to 
Bennett. 

Applicants respectfully suggest that the application as filed supports the 
prior version of the claims and is distinguished from Bennett. However, in the 
interest of expediting prosecution and ultimate issuance of the claimed invention, 
Applicants herewith amend the claims to recite that the inventive method is 
invoked upon detection of an initial acute ischemic condition in contrast to Bennett. 
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As cited by the Examiner, Bennett - while not even mentioning ischemia - 
proposed the following: 

It is a further object of the present invention to provide PESP 

and its electro-augmentation effects as an acute therapy for patients with 
acutely compromised cardiac function from disease, surgery, or other 
traumatic insult to the myocardium, including myocardial infarction 
on a periodic basis, wherein the periodicity of application of stimulation 
is controlled as a function of one or more physiologic parameters of the 
cardiovascular system (emphasis added). 

That is, Bennett considered PESP therapy for traumatic insult (or, as recited 
by the Examiner "necrosis or death of a portion of cardiac muscle tissue') whilst 
the instant invention is directed to dealing with dosing of an extra systolic 
stimulation (ESS) therapy based upon a detection of an initial acute ischemic 
condition. Support for the foregoing statement and the claim amendments 
herewith tendered can be found at paragraph 13 of the application as filed. For 
ease of reference, said paragraph appears directly below (with emphasis added): 

[0013] The effects of ESS therapy may advantageously benefit a large 
number of patients suffering from cardiac mechanical insufficiency, such 
as patients in HF, including congestive heart failure (collectively herein, 
"HF"). A need remains therefore for a clinically safe method for 
delivering an ESS therapy that achieves the mechanical benefits of while 
avoiding the risk of arrhythmias, particularly during ischemic episodes. In 
other cases, it may be desirable to prevent an acute degradation in cardiac 
performance during an episode of ischemia. The present invention is 
directed toward combining ischemia monitoring with ESS capabilities in 
an implantable cardiac stimulation device wherein ESS delivery is 
controlled based on ischemia monitoring results . One objective of the 
present invention is to address the need for reducing the risk of 
arrhythmias and/or the potential for under-detection of arrhythmias during 
an ischemic episode whether or not attributable to or occurring during 
delivery of an ESS therapy. In one embodiment of the present invention, 
delivery of ESS therapy is disabled or ESS control parameters are 
modified in response to an initial affirmative myocardial ischemia 
detection . In another embodiment of the present invention, ESS therapy 
begins in response to detection of a myocardial ischemia condition as an 
attempt to adequately re-perfuse the myocardium. In this way, ESS 
therapy does not contribute to an increased risk of arrhythmias and, 
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moreover, does not interfere with the reliable performance of arrhythmia 
detection functions during an ischemic episode. 

Since the amended claims recite subject matter neither taught nor 
considered by Bennett the claims cannot be said to be anticipated by Bennett and 
the rejections should be properly withdrawn. 

Claim Rejections under 35 U.S.C. 103 

Claims 7-10 are rejected as allegedly unpatentable over Bennett in 
view of the '100 patent to Stadler. 

Applicants respectfully disagree inasmuch as neither Bennett nor Stadler 
deal with the subject matter claimed. The remarks regarding Bennett and the 
amended claims hereinabove are incorporated herein by reference. Since Bennett 
doesn't deal with the claimed subject matter Bennett cannot serve as a firm 
foundation for a prima facie obviousness rejection and the posited rejection fails. 

Accordingly, Applicants respectfully request withdrawal of all rejections 
based solely or partially upon Bennett so that the claimed invention may pass to 
timely issuance as U.S. Letters Patent. 
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Conclusion 

This Response is intended to place the application in condition for 
allowance by amending the independent claims and amending select dependent 
claims. 

Applicants believe all now-pending claims are in condition for allowance and 
earnestly solicit a Notice of Allowance so that the claimed invention can pass to 
timely issuance as U.S. Letters Patent. 

The Examiner is invited to contact the undersigned with any questions or 
comments regarding this application. The Commissioner is authorized to charge 
any deficiencies and credit any overpayments to Deposit Account No. 13-2546. 

Respectfully submitted, 

Date: June 29, 2007 /Paul H. McDowall/ 

Paul H. McDowall 
Registration No. 34,873 
Medtronic, Inc. 
Telephone: (763)514-3351 
Facsimile: (763)514-6982 
Customer No. 27581 



